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Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 

WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 )^ Responsive to communication(s) filed on 25 May 2006 . 
2a)D This action is FINAL. 2b)S This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quay/e, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) S Claim(s) 1-42 is/are pending in the application. 

4a) Of the above claim(s) 18-40 and 42 is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) E3 Claim(s) 1-17 &41 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) Q The specification is objected to by the Examiner. 

10)^3 The drawing(s) filed on 08 October 2003 is/are: a)[3 accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
1 1 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-1 52. 

Priority under 35 U.S.C. § 119 

12)D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)D All b)D Some * c)Q None of: 

1 .□ Certified copies of the priority documents have been received. 

2. Q Certified copies of the priority documents have been received in Application No. . 

3. Q Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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3) |3 Information Disclosure Statement(s) (PTO-1449 or PTO/SB/08) 5) □ Notice of Informal Patent Application (PTO-1 52) 
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DETAILED ACTION 

1. Applicant's election with traverse of Group I (claims 1-17 & 
41) in response filed May 25, 2006, is acknowledged. The 
traversal is on the grounds that two criteria must be satisfied 
in order to warrant restriction: (1) The invention must be 
independent and distinct and (2) there must be a serious burden 
on the Examiner, 

This is not found persuasive because the two inventions are 
structurally distinct as explained in the prior Office Action, 
and further depending upon the restricted group (I or II) being 
examined, additional classes/subclasses have to be searched. For 
example, Group II claims, drawn to isolated nucleic acid of SEQ 
ID NO: 1 encoding the polypeptide of SEQ ID NO: 2 having 
lipase/acyltransf erase activity, vector, host cell and a method 
of making the protein, will involve searching for additional 
class 536 & subclass 23.2 for DNA encoding the enzyme; class 435 
& subclass 252.3 for host cell, class 435 & subclass 320.1 for 
vector, apart from searching for class 435 & subclasses 193 & 198 
for the dual activity enzyme, in the elected Group I. 
Additionally, the two groups will also require separate sequence 
searching in protein and nucleic acid data bases. This additional 
searching would therefore involve undue burden to the Examiner. 
The requirement is still deemed proper and is therefore made 
FINAL. 

2. Claims withdrawn: 

Claims 18-4 0 & 42 are withdrawn from further consideration by the 
examiner, 37 CFR 1.142(b), as being drawn to a non-elected 
invention, the requirement having been traversed. Claim 42 is 
drawn to a host cell and is therefore restricted along with Group 
II claims. 
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3. Claims 1-17 & 41 are under consideration in this 
examination. 

4. Priority 

Applicant's claim for domestic priority under 35 
U.S.C. 119(e), filed 10.08.2002, is acknowledged. 

5. Specification 

The specification has not been checked to the extent 
necessary to determine the presence of all possible minor errors. 
Applicant's cooperation is requested in correcting any errors of 
which applicant may become aware in the specification. 

6. Claim Objections 

Claim 41 is objected to under 37 CFR 1.75(c), as being of 
improper dependent form for failing to further limit the subject 
matter of a previous claim. Applicant is required to cancel the 
claim (s) , or amend the claim (s) to place the claim (s) in proper 
dependent form, or rewrite the claim (s) in independent form. 
Claim 41 depends on claim 35, which has been restricted. 

7. Claim Rejections - 35 USC § 112 (first paragraph) 

Enablement 

Claims 2, 5, 9, 11-14 & 41 are rejected under 35 U.S.C. 112, 
first paragraph, because the specification, while being enabling 
for polypeptide of SEQ ID NO: 2 (amino acids 190-390) having 
lipase/acyltransf erase activity does not reasonably provide 
enablement for a variant of polypeptide of SEQ ID NO: 2 (amino 
acids 190-390) having lipase/acyltransf erase activity, wherein 
the variant is 96% identical to amino acids 190-390 of SEQ ID NO: 
2) ; or a variant polypeptide which is 49-80% identical to SEQ ID 
NO: 4; or a variant which is a deletion mutant, an insertion 
mutant, a derivative or a homolog of SEQ ID NO: 1 (claims 2, 5, 
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9, 11-14) or a polypeptide isolated employing any nucleic acid 
encoding a lipase/acyltransf erase from any source (claim 41) . 

The specification does not enable any person skilled in the 
art to which it pertains, or with which it is most nearly 
connected, to make and use the invention commensurate in scope 
with the claims. Factors to be considered in determining whether 
undue experimentation is required, are summarized in In re Wands 
(858 F2d 731, 737, 8 USPQ2d 1400, 1404 (Fed. Cir. 1988) ) [ Ex 
parte Forman [230 USPQ 546 (Bd. Pat. App. & Int. 1986)]. The 
Wands factors are: (a) the quantity of experimentation necessary, 
(b) the amount of direction or guidance presented, (c) the 
presence or absence of working example, (d) the nature of the 
invention, (e) the state of the prior art, (f) the relative skill 
of those in the art, (g) the predictability or unpredictability 
of the art, and (h) the breadth of the claim. The factors most 
relevant to this rejection are [the scope of the claims, 
unpredictability in the art, the amount of direction or guidance 
presented, and the amount of experimentation necessary] . 

The specification, however, only discloses [the full length 
sequence of a polynucleotide encoding a lipase/acyltransf erase 
from Candida parapsilosis] . There is no disclosure or 

description of even a single example of a polypeptide mutant, 
derivative or homolog having lipase/acyltransf erase activity. 
Further, no guidance is provided regarding modifying SEQ ID NO: 2 
or 4 in the create the sequences which at least 96% homologous to 
the sequence of SEQ ID NO: 2, or sequences which at least 449-80% 
homologous to the sequence of SEQ ID NO: 4, and have 
lipase/acyltransf erase activity 

The scope of the claims is not commensurate with the 
enablement provided by the disclosure with regard to the 
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extremely large number of lipase/acyltransf erases broadly 
encompassed by the claims. Since the amino acid sequence of a 
protein determines its structural and functional properties, 
predictability of which changes can be tolerated in a protein's 
amino acid sequence and obtain the desired activity requires a 
knowledge of and guidance with regard to which amino acids in the 
protein's sequence, if any, are tolerant of modification and 
which are conserved (i.e. expectedly intolerant to modification), 
and detailed knowledge of the ways in which the proteins' 
structure relates to its function. However, in this case the 
disclosure is limited to the nucleotide and encoded amino acid 
sequence of lipase/acyltransf erase of SEQ ID NO : 2. 

While recombinant and mutagenesis techniques are known, it 
is not routine in the art to screen for multiple deletions or 
insertion, derivatives or homologs or multiple modifications, as 
encompassed by the instant claims, and the positions within a 
protein's sequence where amino acid modifications can be made 
with a reasonable expectation of success in obtaining the desired 
activity/utility are limited in any protein and the result of 
such modifications is unpredictable. In addition, one skilled in 
the art would expect any tolerance to modification for a given 
protein to diminish with each further and additional 
modification, e.g. multiple substitutions. 

The specification does not support the broad scope of the 
claims which encompass all modifications of any 
lipase/acyltransf erase in order to make a lipase/acyltransf erase 
which is 96% identity to the enzymes of SEQ ID NO: 2; or is 49- 
80% to the sequence of SEQ ID NO: 4, because the specification 
does not establish: (A) regions of the protein structure which 
may be modified without effecting lipase/acyltransf erase 
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activity; (B) the general tolerance of lipase/acyltransf erase to 
modification and extent of such tolerance; (C) a rational and 
predictable scheme for modifying any lipase/acyltransf erase 
residues with an expectation of obtaining the desired biological 
function; and (D) the specification provides insufficient 
guidance as to which of the essentially infinite possible choices 
is likely to be successful. 

Thus, applicants have not provided sufficient guidance to 
enable one of ordinary skill in the art to make and use the 
claimed invention in a manner reasonably correlated with the 
scope of the claims broadly including lipase/acyltransf erase with 
an enormous number of amino acid modifications to the of SEQ ID 
NO: 2 or 4. The scope of the claims must bear a reasonable 
correlation with the scope of enablement ( In re Fisher , 166 USPQ 
19 24 (CCPA 1970)). Without sufficient guidance, determination 
of lipase/acyltransf erase having the desired biological 
characteristics is unpredictable and the experimentation left to 
those skilled in the art is extensive and undue. See In re Wands 
858 F.2d 731, 8 USPQ2nd 1400 (Fed. Cir, 1988). 
8. Written Description 

Claim 41 is rejected under 35 U.S.C. 112, first paragraph, 
as containing subject matter which was not described in the 
specification in such a way as to reasonably convey to one 
skilled in the relevant art that the inventor (s), at the time the 
application was filed, had possession of the claimed invention. 

Claim 41 is directed to an isolated polypeptide produced by 
a host cell transformed with a nucleic acid encoding 
lipase/acyltransf erase . 

Claim 41 is rejected under this section of 35 USC 112 
because the claims are directed to a genus of polypeptides 
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derived from any source having lipase/acyltransf erase activity 
which have not been disclosed in the specification. No 
description has been provided of the numerous polypeptide 
sequences encompassed by the claim. No information, beyond the 
characterization of SEQ ID NO: 2 or 4 has been provided by 
applicants which would indicate that they had possession of the 
claimed genus of modified polypeptides. The genus of 

polypeptides claimed is a large variable genus including 
polypeptides from a wide variety of sources. The 2 species 
disclosed are not representative of the entire genus claimed. 
The specification discloses full length functional species [SEQ 
ID NO: 2 or 4] of the claimed genus, which is insufficient to 
put one of skill in the art in possession of the attributes and 
features of all species within the claimed genus. Therefore, 
one skilled in the art cannot reasonably conclude that applicant 
had possession of the claimed invention at the time the instant 
application was filed. 

9. Claim Rejections - 35 USC § 112 (second paragraph) 
Claim 13 is rejected under 35 U.S.C. § 112, second 

paragraph, as being indefinite for failing to particularly point 
out and distinctly claim the subject matter which applicant 
regards as the invention. 

Claim 13, refer to 'the polypeptide of SEQ ID NO: 1' . Claim 
13 is indefinite because SEQ ID NO: 1 is a DNA sequence, not a 
polypeptide sequence. 

10. Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs 
of 35 U.S.C. § 102 that form the basis for the rejections under 
this section made in this Office action: 

A person shall be entitled to a patent unless 
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(a) the invention was known or used by others in this country, or 
patented or described in a printed publication in this or a 
foreign country, before the invention thereof by the applicant 
for a patent . 

Claims 1-17 & 41 are rejected under 35 U.S.C. 102(b) as 
being anticipated by Neugnot et al . [Eur. J. Biochem. 269 (6): 
1734-1745 (March, 2002)]. Neugnot et al . teach molecular 
cloning, purification and characterization of recombinant 
lipase/acyltransf erase from Candida parapsilosis . Candida 
parapsilosis has been shown to produce a lipase (i.e. able to 
catalyze efficiently the hydrolysis of insoluble lipid esters 
such as triacylglycerols) that preferentially catalyses transfer 
reactions such as alcoholysis in the presence of suitable 
nucleophiles other than water. Two ORFs (CpLIPl and CpLIP2) were 
isolated. The deduced 465-amino-acid protein sequences contained 
the consensus motif (G-X-S-X-G) which is conserved among 
lipolytic enzymes. Only one of the two deduced proteins (CpLIP2) 
contained peptide sequences obtained from the purified 
lipase/acyltransf erase . Homology investigations showed that 
accession number Q8NIN8 (CpLIP2)is 100% identical to the instant 
SEQ ID NO: 2 (see the enclosed sequence search alignment between 
SEQ ID NO: 2 and accession number Q8NIN8 . The instant SEQ ID NO: 
4 is 98.2% identical to SEQ ID NO: 2. His- tag sequence, for 
example, is an additional tag sequence or a marker sequence. 

CpLIPl and CpLIP2 were expressed in Saccharomyces 
cerevisiae and therefore glycosylated, but only CpLIP2 coded for 
an active protein. The substrate specificity and the catalytic 
behavior of purified recombinant CpLIP2, with or without a C- 
terminal histidine tag, were not changed compared to those of 
the native lipase. The reference teaching all the limitation (s) 
of the claim (s) is therefore anticipatory. 
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11. No claim is allowed. 

12. Any inquiry concerning this communication or earlier 
communications from the examiner should be directed to Tekchand 
Saidha whose telephone number is (571) 272 0940. The examiner 
can normally be reached on 8.30 am - 5.00 pm. 

If attempts to reach the examiner by telephone are 
unsuccessful, the examiner's supervisor, Ponnathapu Achutamurthy 
can be reached on (571) 272 0928. The fax phone number for the 
organization where this application or proceeding is assigned is 
571-273-8300. 

Information regarding the status of an application may be 
obtained from the Patent Application Information Retrieval (PAIR) 
system. Status information for published applications may be 
obtained from either Private PAIR or Public PAIR. Status 
information for unpublished applications is available through 
Private PAIR only. For more information about the PAIR system, 
see http://pair-direct.uspto.gov. Should you have questions on 
access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free) . 



Tekchand Saidha 

Primary Examiner, Art Unit 1652 
Recombinant Enzymes, 02A65 Remsen Bid. 
400 Dulany Street, Alexandria, VA 22314 
Telephone: (571) 272-0940 
June 14, 2006 
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